Scores for subjective vision and happiness and vision were collected weekly using 108 automated short message service (SMS). Subjects were asked to rate both their 109 happiness and vision with their corrective type according to the following rating scale: 110 1, "very poor"; 2, "poor"; 3, "neither"; 4, "good"; and 5, "very good." Subjects were 111 instructed to respond "N" if they were not wearing their spectacles or contact lenses. 112
An "Attitudes to contact lenses" questionnaire was also conducted at study start and 113
Month 6 (Exit Visit). 17 Participants were asked to score five statements on a 5-point 114
Likert scale (1, strongly disagree; 2, disagree; 3, neither agree nor disagree; 4, 115 agree; 5, strongly agree). 116
117
For safety assessments, pre-existing conditions were documented as "existing" and 118 adverse events (AEs) that occurred during the study period were recorded. 119 120
Statistical Analyses 121
Differences between the two groups for the number of discontinuations were 122 compared using the Fisher's test for proportions. Results from biomicroscopy and the 123 PREP and QIRC questionnaires were compared for study visits at Week 4, Month 3, 124
and Month 6 using linear regression model with age, sex, visit, and correction type 125 (contact lenses or spectacles) as the factors of interest. The values at baseline were 126 compared using a paired t-test to ratify the randomized study design. Visual acuity 127
was assessed using the same linear regression model for study visits at baseline and 128
Week 4, Month 3, and Month 6. 129
130

RESULTS
131
Population Demographics and Baseline Characteristics 132
A total of 113 subjects were recruited, of whom 110 were enrolled in the study 133 (Fig. 1) . Baseline characteristics were comparable for both the study groups 134 (Table 1) . Thirteen subjects discontinued before study completion, 10 (17.5%) from 135 the contact lens group and three (5.7%) from the spectacle group. The difference in 136 discontinuation rates for the two groups was statistically significant (p = 0.04). Most 137 of the contact lens group discontinuations (n = 8) were at or before the Week 4 study 138 visit. Four subjects in the contact lens group discontinued due to discomfort, three of 139 these discontinuations took place during or after the Week 2 visit. Reasons for study 140 discontinuation are listed in Table 2 . 141
142
Visual Acuity 143
Visual acuity was good for both the contact lens and spectacle group at all study 144 visits (high-contrast visual acuity: ranged between mean ± standard deviation 145 logMAR 0.07 ± 0.08 and 0.05 ± 0.08 for the contact lens group, and between 146 logMAR 0.10 ± 0.07 and 0.08 ± 0.08 for the spectacle group; low-contrast visual 147 acuity: ranged between 0.16 ± 0.10 and 0.17 ± 0.10 for the contact lens group, and 148 0.13 ± 0.08 and 0.14 ± 0.09 for the spectacle group). Although there were significant 149 differences between the two groups for visual acuity recorded at the collection visit, 150 the actual differences were small. For example, at the collection visit, subjects in the 151 spectacles group scored approximately half a line better than the contact lens group 152 for high-contrast visual acuity (p = 0.03). Spectacle wearers also scored between one 153 and two letters better than contact lens wearers (p = 0.02) for low-contrast visual 154 acuity; this difference is not normally considered to be clinically meaningful. No other 155 significant differences were observed between the study groups for visual acuity at 156 other time points. 157 158
Contact Lens Fit and Surface Characteristics 159
All subjects in the contact lens group had acceptable contact lens fit in each eye at all 160 study visits, except for the Month 3 visit when 98% of subjects had acceptable 161 contact lens fit. One subject had excessive lens movement of the study lens in one 162 eye during the study visit at Month 3 only as reported by the investigator. No 163 differences were observed in contact lens surface characteristics across visits for 164 deposition, post-lens debris, or wettability. 165
166
Biomicroscopy Assessments 167
Biomicroscopy assessment scores were similar at baseline for both study groups 168 (Table 3) . No significant differences between study groups were observed across all 169 subsequent study visits for conjunctival hyperemia, limbal hyperemia, corneal 170 vascularization, microcysts, edema, corneal staining, or papillary conjunctivitis 171 
Quality of Life 181
The PREP questionnaire baseline results showed no significant differences between 182 the two study groups. Significant differences in PREP responses were noted for each 183 group across different study visits for appearance (p < 0.001), satisfaction 184 (p < 0.001), activities (p < 0.001), peer perception (p = 0.003), and overall score 185 (p < 0.001). In each case, post-hoc analysis indicated that the key difference was at 186 the Month 1 visit where scores for the contact lens group were greater than those for 187 the spectacle group at the p = 0.05 level. These differences were not seen at later 188 study visits. A significant group-by-visit interaction was also noted for handling 189 After wearing contact lenses for 6 months, subjects' attitudes towards contact lens 220 wear were generally more favorable regarding the comfort, vision, and safety of 221 contact lenses compared with subjects who had been wearing spectacles and also 222 compared with attitudes at baseline. This was demonstrated by the responses to the 223 "Attitudes to contact lens wear" questionnaire. There were significant differences 224 between the two study groups. For the statement "I think contact lenses are a good 225 way of making me see well," significant differences were seen in terms of vision 226 correction group with contact lens wearers scoring higher than spectacle wearers 227 (p < 0.001). Furthermore, both groups also scored higher at the exit visit compared 228 with baseline (p < 0.001). Similar differences were observed for the statements "I 229 think contact lenses are a good way of making me look good," "I think contact lenses 230 are comfortable," and "I intend to wear contact lenses in the future" (Table 4) . characteristics were observed at any study visit, as would be expected for daily 263 disposable contact lenses. Eye care practitioners should expect a high level of fitting 264 success (close to 100%) when fitting this lens type to children in the age group 265 studied here. There were no problems with contact lens handling among this age 266 group, with PREP "handling" scores for the contact lens group similar to scores for 267 the spectacles group (Fig. 2) . Moreover, the teenagers who participated in this study 268 showed that they could easily learn to wear contact lenses. The vast majority of 269 subjects had a single, successful handling session. Two subjects were unable to 270 handle lenses -one subject withdrew consent after a single handling session, and 271 one failed three handling sessions and was thus discontinued. 272 273 There were more subjects who discontinued in the contact lens group compared with 274 the spectacles group. Discontinuation from contact lens wear was more likely to 275 happen within the first month; this included discontinuations due to discomfort, which 276 mainly took place at, or just after, the Week 2 study visit as a result of a range of 277 adaptation factors (Table 2b) . These results are similar to discontinuation rates for 278 silicone hydrogel wearers in adults.
18 A follow-up visit within 2 weeks of starting 279 contact lens wear is likely to be important to address any queries that a new wearer 280 might have (e.g. comments on lens comfort) and to maximize the likelihood of 281 contact lens success. 282
283
No differences in biomicroscopy scores were observed between the two vision 284 correction groups for limbal hyperemia, conjunctival hyperemia, corneal 285 vascularization, microcysts, edema, or papillary conjunctivitis. Although no 286 differences might have been expected for vascularization, microcysts, and edema -287 as these are usually related to moderate levels of hypoxia unlikely to be present with 288 the nelfilcon A contact lens used in this study -some differences might have been 289 expected for the other monitored signs. Papillary conjunctivitis is commonly 290 associated with ongoing contact lens wear. The lack of difference between the 291 contact lens wearers and the spectacle wearers by the Month 6 study visit suggests 292 a minimal response of the tarsal conjunctiva to the contact lens surface, which may 293 have been aided by the type of daily disposable contact lenses used in this study. 294
The absence of hyperemia in this study for the contact lens wearers suggests 295 minimal physiological changes related to ocular surface oxygenation and mechanical 296 impact with the study contact lens. However, contact lens wearers scored 0.25 297 grading units higher than spectacle wearers for both corneal staining and conjunctival 298 staining. Although the difference is interesting to note, the level of staining would not 299 be considered clinically significant. Furthermore, the absolute mean scores were 300 around 0.4 and 0.5 grading units for corneal and conjunctival staining, respectively, 301
16
showing minimal physiological response to the study contact lens. The 302 biomicroscopy findings are in agreement with the overall safety findings in the study. 303
The rate of AEs in the short term (up to 6 months) is low for teenagers who are new 304 contact lens wearers. 305
306
The PREP questionnaire responses, in relation to contact lens wearer responses, 307
were more favorable at the Week 4 study visit for appearance, satisfaction, activities, 308 peer perceptions, and overall score. These higher scores tended to diminish at 309 subsequent study visits. Within the spectacle wearer group, scores for all of the 310 PREP categories remained stable, suggesting that the score change over time 311 observed for the contact lens wearer group is not an artifact or a result of 312 questionnaire fatigue. The change in score for the contact lens wearers is most likely 313 attributed to an adaptation process of the wearers, since contact lens performance 314 was likely to be similar at Week 4 and Month 6. At Week 4, the contact lenses are 315 still new and the improvements delivered in terms of appearance and satisfaction are 316 easy for the wearer to compare with the "pre-contact lens" situation. However, after 317 several months of contact lens wear, comparisons are less easy to make and it is 318 likely that the wearer's frame of reference has been altered. In other words, the 319 benefits of contact lens wear are no longer seen as exciting and new, but simply as 320 the "new normal." As all subjects were prior spectacle wearers, the subjects in the 321 spectacles group did not have a novel comparison in terms of reference and their 322 scores remained consistent over the 6-month study period. As all subjects had prior 323 experience of spectacles but none had experience of contact lenses, this introduces 324 a potential bias confounding factor when it comes to interpreting the PREP 325 responses. Other studies have shown that appreciation changes over time. 19, 20 In 326 light of these findings, eye care practitioners may find it beneficial to arrange an 327 additional follow-up visit at around 4 weeks after initiating contact lens wear to 328 reinforce the positive performance of contact lenses at this stage, and reflect on this 329 at later visits when subjective perception might be lower, resulting from increasing 330 familiarity with contact lenses as a vision correction option. Importantly, the group 331 experienced some clear, overall benefits in wearing contact lenses. After 6 months of 332 wearing contact lenses, teenagers in this group had a more positive attitude towards 333 contact lenses in terms of comfort, safety, and vision compared with their attitudes at 334 baseline and also compared with subjects in the spectacle group (i.e. who had no 335 contact lens experience). 336 337 Psychological differences occurred for PREP scores depending on the age of 338 subjects, reflecting how the maturity of the subjects affects questionnaire 339 interpretation -scores tended to increase with age for both the contact lens group 340 and spectacle group. In addition, for some assessments, such as appearance or 341 activity, female and male subjects tended to give different responses, with girls giving 342 lower "appearance" scores but higher "activity" scores compared with boys. These 343 differences may be important when considering contact lenses for a given individual. The results from this current study highlight the potential benefits of contact lenses in 363 this age group; however, the findings are not without limitations. Longer-term data 364 would be required to see whether PREP scores are sustained for periods longer than 365 6 months. In addition, this study included current spectacle wearers; therefore, Corneal vascularization Contact lenses 0.00 ± 0.03 0.00 ± 0.00 0.00 ± 0.00 0.00 ± 0.00 0.00 ± 0.01 Spectacles 0.00 ± 0.00 NA 0.00 ± 0.00 0.00 ± 0.01 0.00 ± 0.01 Microcysts Contact lenses 0.00 ± 0.00 0.00 ± 0.00 0.00 ± 0.00 0.00 ± 0.00 0.00 ± 0.00 Spectacles 0.00 ± 0.00 NA 0.00 ± 0.00 0.00 ± 0.00 0.00 ± 0.00 Edema Contact lenses 0.00 ± 0.00 0.00 ± 0.00 0.00 ± 0.00 0.00 ± 0.00 0.00 ± 0.00 Spectacles 0.00 ± 0.00 NA 0.00 ± 0.00 0.00 ± 0.00 0.00 ± 0.00 Values are mean ± standard deviation Efron Grading Scale scores for each treatment group at study visit (scored to the nearest 0.1 in the best 9 judgment of the investigator). *The initial visit took place before the study contact lenses or spectacles were dispensed. NA, not applicable. *n = 53 subjects in total; of these one discontinued at study visit, 52 had valid 22 datasets (one ongoing visit significant out of range). 23 † n = 49 subjects continuing; of these 46 had valid datasets (three significantly o 24 range). 25 ‡ n = 49 subjects in total; of these, 47 continuing, two discontinued at study visit 26 47 had valid datasets (two ongoing visit significantly out of range). 27 § n = 50 subjects continuing; of these 42 had valid datasets (four subjects failed 28 attend; four visits significantly out of range). 29 ¶ n=50 subjects continuing; of these 48 had valid datasets (two visits significantl 30 of range). 31
32
FIGURE 2. 33
Pediatric refractive error profile (PREP) scores for individual components during 34 6-month study period. The PREP questionnaire comprises 26 statements which 35 marked as "strongly agree," "agree," "neutral," "disagree," or "strongly disagree 36
Each item is scored from 1 (negative) to 5 (positive) then scaled from 0 (poor q 37 of life) to 100 (excellent quality of life). Ten scales are scored by averaging the 38 that make up the scale. The overall PREP score is the average of all 26 items. 39 numbers at each time point were as follows: initial -contact lenses, n=56 (exce 40 the "near vision" and "activities" measures where n=55, and for the "satisfaction 41 measure where n=57), spectacles, n=53 (except for the "satisfaction" measure 42 n=54); 2 weeks -contact lenses, n=53; 4 weeks -contact lenses, n=49, specta 43 n-46; 3 months -contact lenses, n=49; spectacles, n=49; 6 months -contact le 44 n-47, spectacles, n= 49 (except for the "satisfaction" measure where n=50). 
